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—The MAILING DATE of this communication appears on the cover sheet beneath the correspondence address— 
Period for Response 

A SHORTENED STATUTORY PERIOD FOR RESPONSE IS SET TO EXPIRE ^ MONTH(S) FROM THF 
MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). in no event, however, may a response be timely filed after SIX (6) MONTHS 
from the mailing date of this communication. 

- If the period for response specified above is less than thirty (30) days, a response within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for response is specified above, such period shall, by default, expire SIX (6) MONTHS from the mailing date of this communication . 

- Failure to respond within the set or extended period for response will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 



Status 

A Responsive to communication (s) filed 
' This action is FINAL. 



on. 



5 /5/ oq 



Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed in 

accordance with the practice under Ex parte Quayle, 1935 CD. 1 1; 453 O.G. 213. 



Disposition of Claims 

^0 Claim(s) _ _ _ / 

Of the above claim(s) - 

Claim(s) _ 

^CIaim(s) 

Claim(s) - 

Claim(s)— - - 

Application Papers 



- '6 



is/are pending in the application. 

is/are withdrawn from consideration. 

. is/are allowed. 

is/are rejected. 

is/are objected to. 

are subject to restriction or election 
requirement. 



See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

The proposed drawing correction, filed on _ . _ is approved disapproved. 

The drawing(s) filed on _ _ _ is/are objected to by the Examiner. 

The specification is objected to by the Examiner. 
The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 119 (a)-(d) 

Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 11 9(a)-(d). 
All Some* None of the CERTIFIED copies of the priority documents have been 
received. 

received in Application No. (Series Code/Serial Number). 

received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 

'Certified copies not received: _ .... __ _ _ 

Attachment(s) 

^Information Disclosure Statement(s), PTO-1449, Paper No(s). 
]C Notice of References Cited, PTO-892 

Notice of Draftsperson's Patent Drawing Review, PTO-948 
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Notice of Informal Patent Application, PTO-152 
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U. S. Patent and Trademark Office 
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Application/Control Number: 09/163,289 Page 2 

Art Unit: 1635 

DETAILED ACTION 

1 . This application contains sequence disclosures that are encompassed by the definitions for 
nucleotide and/or amino acid sequences set forth in 37 CFR 1 821(a)(1) and (a)(2). However, 
this application fails to comply with the requirements of 37 CFR 1.821 through 1.825 for the 
reason(s) set forth on the attached Notice To Comply With Requirements For Patent Applications 
Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. 

Note, Figure 1 also needs to include the SEQTD NO. assigned to the sequence, as does 
the specification under the description of the figures. ' 



Double Patenting 

2. Claims 1-15 are rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 1-11 of U.S. Patent No. 5,814,500. Although the 
conflicting claims are not identical, they are not patentably distinct from each other for the same 
reasons of record as set forth in the Official action on the merits mailed 2/3/00. 

Applicant replied that a terminal disclaimer will be considered once pending claims are 
allowed. 




Application/Control Number: 09/163,289 



Page 3 



Art Unit: 1635 



Claim Rejections - 35 USCffll2 



3. Claims 1-15 are rejected under 35 U.S.C 1 12, first paragraph, because the specification, 
while being enabling for the scope of the invention as claimed in U.S. Patent 5,814,500, does not 
reasonably provide enablement for the breadth of nucleic acid constructs and methods instantly 
claimed. The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and/or use the invention commensurate in scope 
with these claims for the same reasons of record as set forth in the Official action mailed 2/3/00. 

Applicant's arguments filed 6/5/00 have been fully considered but they are not persuasive. 

Applicant points out that antisense are known.to function in whole organisms and that the 
specification does teach certain liposomal (DOTAP) compositions. However, the specification as 
filed does not support how to make and use any specific nucleic acid therapeutic compositions in 
whole organisms. Branch was especially cited to teach the difficulty in design of functional 
antisense which are not toxic or easily degraded in whole organisms. 

The arguments do not overcome a prima facie case of enablement for the use of the scope 
of claimed nucleic acid compounds for suppressing gene expression in whole organisms. 



Claim Rejections - 35 USC § 102 
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4 The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall he entitled to a patent unless — 

(a) the invention was known or used by others in this country', or patented or described in a printed publication in 
this or a foreign country, before the invention thereof by the applicant for a patent. 

5. Claims 1-12 are rejected under 35 U.S.C. 102(a) as being anticipated by Michienzi et al. 
Claims I-l^are drawn to nucleic acid constructs for suppressing gene expression comprising a 
5'stem loop structure, an antisense nucleic acid and a 3' stem loop staicture; where the stem loop 
structures are unmodified U snRNA structures, the U snRNA is Ul ; the construct further 
comprises a promoter such as a Ul snRNA promoter; where the construct further comprises a 
ribozyme; and where the ribozyme is selected from the group consisting of rent-1, HPV E6, HIV, 
hyaluronic acid synthase and fibrillin. 

Michienzi et al. teach a Ul snRNA ribozyme vector structure for suppressing Rev gene 
expression in cells. Michienzi et al. discuss on page 7219, column 1, line 5, for instance the ability 
to target ribozymes to HIV genes and thus suggest the use of the disclosed vectors for targeting 
known genes in the art. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Mary M. Schmidt, whose telephone number is (703) 308-4471. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, George Elliott, Ph.D. may be reached at (703) 308-4003. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number is (703) 308-0196. 



M M Schmidt 
August 28, 2000 




ROBERTA. SCtlWARTZMAN 
PRIMARY EXAMINER 



^ App#ation No - Oy/M.^ 0 ) 

following reason(s): 

18230, May 1,1990. 

n 2 This application does not contain, as a separate part of the disdosure on paper copy, a "Sequence 
U ' Listing" as required by 37 C.F.R. 1 821 (c). 

r| 3 A copy of the "Sequence Listing" in computer readab.e form has not been submitted as required by 
U 37 C.F.R. 1.821(e). 

n 4. A cop, <* ft. "Seance U*£ in ^rSI. "l"? 2 2 

* Ki form th»t ha«s been filed with this application has been found to be damaged 

computer readable form must be submitted as reduced by 37 C.F.R. 1 .625(d). 

n 6. The paper copy o f fte ■Seo.uer.ce u*£ * n* J- same as ft. compute, ,eadab,e f rom o, me 
U "Sequence Listing" as required by 37 C.F.R. 1 .821 (ej. 

g 7. Other: 

Applicant Must Provide: „ 

P< An initial or substitute computer readable form (CRF) copy of the 'Sequence Usting . 

ntf An W or substitute paper copy of the "Sequence Lfeting". as we., as an amendment directing te ent^ 
f-T jnto the specification . 

1.825(b) or 1.825(d). 

For questions regarding compliance to these requirements, please contact: 

For Rules Interpretation, call (703) 308-4216 

For CRF Submission Help, call (703) 308-4212 

Patentln Software Program Support (SIRA) 

Technical Assistance "703-28 7-0200 

To Purchase Patentln Software 703-306-2600 

PLEASE RETURN A COPY OF THiS NOTICE WITH YOUR RESPONSE 



